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This Office Action is in response to the paper filed June 3, 2009. 

Claims 1-28, 31, 33, 34, and 65 have been cancelled. Claims 29, 30, 32, 35-64, 
66, and 67 are currently pending. The Examiner has withdrawn Claims 35-64 and 66 
from further consideration because these claims are drawn to non-elected inventions. 
Claims 20, 30, 32, and 67 are currently under examination. 

Benefit of priority is to June 17, 2003. 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 (a)(1) 
and (a)(2). However, this application fails to comply with the requirements of 37 CFR 
1 .821 through 1 .825 for the reason(s) set forth below. 

See the sequences set forth at 20+ , wherein no sequence identification 
numbers have been used to identify the sequences. 

Withdrawal of Rejections: 

The rejection of Claims 29, 33, 34, and 65 under 35 U.S.C. 112, second 
paragraph, is withdrawn due to cancellation of the claims. 

The rejection of Claims 29-32 under 35 U.S.C. 103(a) as being unpatentable 
over Olsen et al. (1990; WO 90/08195) is withdrawn. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 29, 30, 32, and 67 are again rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a new matter 
rejection. 

Applicants did not provide a basis for these new sequences and the Examiner 
has not found these sequences in the specification, not even in Figure 9 which appears 
to teach alternative amino acids for specific positions. Therefore, these sequences are 
considered to be new matter and should be removed from the claims. 

Applicants urge that their sequences SEQ ID NO: 20-24 are found in Tables 2 
and 3. Referring to Table 2, when a sequence is presented and an amino acid residue 
at position X can be alternative amino acids, the alternative amino acids are written as 
Arg/lle, for example. Therefore, in Table 2, the first underlined sequence encompasses 
4 possible sequences as follows: 

RGQDDLPGFDISQFQIDKA 

RGQDDLPGFLISQFQIDKA 

IGQDDLPGFDISQFQIDKA 

IGQDDLPGFLISQFQIDKA 
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The corresponding sequence in Table 3 is: 

RIGQDDLPGFDLISQFQVDKA. 

However, the underlined sequence in Table 3 is RIGQDDLPGFDLISQFQ. 

SEQ ID NO: 7 recites: 

RIGQDDLPGFDLISQFQIDKA 

and SEQ ID NO: 22 recites: 

RIGQDDLPGFDLISQFQVDKA. 

One reading the specification would not arrive at the sequence of either 
SEQ ID NO: 7 or NO: 22 from the disclosures of Table 2 or Table 3. 

SEQ ID NO: 7 (but not SEQ ID NO: 22) finds basis at page 20, line 21 of the 
specification, wherein the following sequence is presented: 
(R)IGQDDLPGFDLISQFQIDK(A). 

In Table 2, 
KSVSFSYK and 

KSVSFSYG are disclosed. However, this sequence is not entirely underlined in 
Table 2 and only amino acids KSV, FS, and K/G are underlined. The corresponding 
sequence in Table 3 appears to be: 

QSVVFSYKG, and this sequence is not entirely underlined. The underlined 
sequences are SV and FSYKGLDGSLQTAAFSNL. One reading the specification 
would not arrive at the sequence of either SEQ ID NO: 2 KSVSFSYKG or NO: 20 
QSVVFSYKG from the disclosures of Table 2 or Table 3. 
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None-the-less, SEQ ID NO: 2 (but not SEQ ID NO: 20) is finds basis at page 20, 
line 16 of the specification wherein the following sequence (K)SVSFSYK(G) is 
disclosed. 

In Table 2, 

KHWIWQIQDSSGEQVGVK, 
KHWIWQIQDSSKEQVGVK, 
KHSIWQIQDSSKEQVGVK, and 

KHSIWQIQDSSKEQVGVK are taught. However, this sequence is not entirely 
underlined, rather sequences such as K and WIWQIQDSSGEQVGVK are underlined. 
The corresponding sequence In Table 3 

KNWNIWQIQDSSGKEQVG is taught. However, this sequence is not entirely 
underlined, rather K, W, and IWQIQDSSGKEQVGIKINGQT are underlined. Therefore, 
SEQ ID NO: 6: 

KHWSIWQIQDSSGKE and 

SEQ ID NO: 21: 

KNWNIWQIQDSSGKE are not taught in Table 2 or Table 3. 

SEQ ID NO: 6 finds basis at page 20, line 20 wherein (K)HWSIWQIQDSSGK(E) 
is taught. 



In Table 2, 

RHLYPNGLPEYSFLTTFR, 
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RHLYPNGLPEYSFLTTFM, 

RHLYPNGLEEYSFLTTFR, and 

RHLYPNGLEEYSFLTTFM are taught. However, the entire sequence is not 
underlined, rather Y and NGLPEYSFLTTFRTG are underlined. 
The corresponding sequence in Table 3, 

RNLYPSGLPEEYSFLTTFRM is taught. However, the entire sequence is not 
underlined and PEEYSFLTTFRMT is underlined. 

Therefore, SEQ ID NO: 8 RHLYPNGLPEEYSFLTTFRM and SEQ ID NO: 23 
RNLYPSGLPEEYSFLTTFRM are not taught in Table 2 or Table 3. 

In Table 2, 

KLDGSLQTAASNLPSLFDSWHKI, 
KLDGSLQTAFSNLPSLFDSWHKI, 
KLDGSLQTAASNLPSLFDQWHKI, 
GLDGSLQTAASNLPSLFDSWHKI, 
GLDGSLQTAFSNLPSLFDSWHKI, and 

GLDGSLQTAASNLPSLFDQWHKI are taught. However, the entire sequence is 
not underlined, rather K, DGSLQTAA, LP, and LFDSWHKIMI are taught. 
The corresponding sequence in Table 3, 

KGLDGSLQTAAFSNLSSLFDSQWHKI is taught. However, the entire sequence 
is not underlined, rather, KGLDGSLQTAAFSNL AND 

SLFDSQWHKIMIGVERSSATLFVDCNRIESLPIKP are taught. Therefore, SEQ ID NO: 
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9 KGLDGSLQTAAFSNLPSLFDSQWHKI and SEQ ID NO: 24 
KGLDGSLQTAAFSNLSSLFDSQWHKI are not taught in Table 2 or Table 3. 

SEQ ID NO: 9 (but not SEQ ID NO: 24) is taught at page 21 , line 23 as 
(K)GLDGSLQTAAFSNLPSLFDSQWHK(I). 

Basis for SEQ ID NO: 3, NO: 5, and NO: 11 is found at page 21, lines 12, 19, 
and 25, respectively. 

The Examiner has now demonstrated that at least 5 sequences (SEQ ID NO: 20- 
24) are not disclosed in the specification, based on Applicants assertion that the 
sequences are found in Tables 2 and 3 and the Examiner's own initiative to look 
elsewhere in the disclosure for the sequences. The burden is now shifted back to 
Applicants to provide evidence that the sequences are not new matter. Applicants 
should specifically point out where in the disclosure that the sequences are taught in 
response to this Office Action. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 29 and 30 are again rejected under 35 U.S.C. 102(b) as being anticipated 
by Vaughan-Thomas etal. (2001 ; EMBL AF41 9343). 
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Vaughan-Thomas et al. teach the NC4 domain or fragment of bovine type IX 
collagen in articular cartilage having an amino acid length of 187. This sequence shares 
70.5% identity with instant SEQ ID NO: 14 over the entire length of SEQ ID NO: 14 (245 
amino acids), and is a fragment of having 91 .4% identity over the 1 87 amino acids of 
the NC4 domain. The NC4 domain has a molecular weight of 20.9 kD. It appears that 
this peptide sequence is in hand because the citation does not state that the sequence 
is deduced from cDNA, for example. Therefore, the peptide was inherently placed into a 
composition. Additionally: 

SEQ ID NO: 7 is found at amino acid residue 20 of Vaughan-Thomas et al., 

SEQ ID NO: 8 is found at amino acid residue 72; 

SEQ ID NO: 6 is found at amino acid residue 98; 

SEQ ID NO: 2 is found at amino acid residue 123; 

SEQ ID NO: 9 is found at amino acid residue 130; 

SEQ ID NO: 3 is found at amino acid residue 154; 

SEQ ID NO: 1 1 is found at amino acid residue 1 61 ; and 

SEQ ID NO: 5 is found at amino acid residue 172. 

Therefore, Vaughan-Thomas et al. teach a composition comprising a polypeptide 
fragment having at least 65% amino acid identity to SEQ ID NO: 14, having an amino 
acid sequence less than 250 amino acids, and comprising SEQ ID NO: 2, 3, 5, 6, 7, 8, 
9, and 1 1 (Claim 29), wherein the fragment has an amino acid of less than 30 kD or 
between 10 and 30 kD (Claim 30). 
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Applicants ague that Vaughan-Thomas et al. do not disclose a compostion useful 
for treating arthritis or induce tolerance to cartilage. These are intended uses; Vaughan- 
Thomas et al. teach a composition comprising the peptide claimed and therefore the 
claims are anticipated. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen Cochrane Carlson whose telephone number is 
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571-272-0946. The examiner can normally be reached on 6:00 AM - 4:00 PM, Monday 
through Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on 571-272-081 1 . The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Karen Cochrane Carlson/ 
Primary Examiner, Art Unit 1656 



